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(2) Initiate, recommend, or provide
corrective actions; and

(3) Verify implementation of correc-
tive actions.

(b) A licensee shall establish and
state in writing the authorities, duties,
responsibilities, and radiation safety
activities of the Radiation Safety Offi-
cer, and at a medical institution the
Radiation Safety Committee, and re-
tain the current edition of these state-
ments as a record until the Commis-
sion terminates the license.

§35.25 Supervision.

(a) A licensee that permits the re-
ceipt, possession, use, or transfer of by-
product material by an individual
under the supervision of an authorized
user as allowed by §35.11(b) of this part
shall:

(1) Instruct the supervised individual
in the principles of radiation safety ap-
propriate to that individual’s use of by-
product material and in the licensee’s
written quality management program;

(2) Require the supervised individual
to follow the instructions of the super-
vising authorized user, follow the writ-
ten radiation safety and quality man-
agement procedures established by the
licensee, and comply with the regula-
tions of this chapter and the license
conditions with respect to the use of
byproduct material; and

(3) Periodically review the supervised
individual’s use of byproduct material
and the records kept to reflect this use.

(b) A licensee that permits the prepa-
ration of byproduct material for med-
ical use by an individual under the su-
pervision of an authorized nuclear
pharmacist or physician who is an au-
thorized user, as allowed by §35.11(c),
shall:

(1) Instruct the supervised individual
in the preparation of byproduct mate-
rial for medical use and the principles
of and procedures for radiation safety
and in the licensee’s written quality
management program, as appropriate
to that individual’s use of byproduct
material;

(2) Require the supervised individual
to follow the instructions given pursu-
ant to paragraph (b)(1) of this section
and to comply with the regulations of
this chapter and license conditions;
and

§35.31

(3) Require the supervising author-
ized nuclear pharmacist or physician
who is an authorized user to periodi-
cally review the work of the supervised
individual as it pertains to preparing
byproduct material for medical use and
the records kept to reflect that work.

(c) A licensee that supervises an indi-
vidual is responsible for the acts and
omissions of the supervised individual.

[61 FR 36951, Oct. 16, 1991, as amended at 56
FR 34121, July 25, 1991; 59 FR 61782, Dec. 2,
1994]

§35.29 Administrative requirements
that apply to the provision of mo-
bile nuclear medicine service.

(a) The Commission will license mo-
bile nuclear medicine service only in
accordance with subparts D, E and H of
this part and §31.11 of this chapter.

(b) Mobile nuclear medicine service
licensees shall obtain a letter signed by
the management of each client for
which services are rendered that au-
thorizes use of byproduct material at
the client’s address of use. The mobile
nuclear medicine service licensee shall
retain the letter for three years after
the last provision of service.

(c) If a mobile nuclear medicine serv-
ice provides services that the client is
also authorized to provide, the client is
responsible for assuring that services
are conducted in accordance with the
regulations in this chapter while the
mobile nuclear medicine service is
under the client’s direction.

(d) A mobile nuclear medicine service
may not order byproduct material to
be delivered directly from the manu-
facturer or distributor to the client’s
address of use.

[61 FR 36951, Oct. 16, 1986, as amended at 53
FR 19247, May 27, 1988]

§35.31 Radiation safety
changes.

(a) A licensee may make minor
changes in radiation safety procedures
that are not potentially important to
safety, i.e., ministerial changes, that
were described in the application for li-
cense, renewal, or amendment except
for those changes in §§35.13 and 35.606
of this part. Examples of such ministe-
rial changes include: editing of proce-
dures for clarity or conformance with
local drafting policy or updating
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